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<
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SUBJECT: EPA File Symbol 7969-TA FEB 6 po8T
Storm 794 -7
FROM: Mary L. Waller St 17
Technical Support Section l e S
Fungicide—~Herbicide Branch 7
Registration Division (TS-767C) e
) TO: Robert J. Taylor, PM 25

Fungicide—-Herbicide Branch
Registration Division (TS-767C)

APPLICANT: Basf Corp.
Chemical Division
100 Cherry Hill Road ;
Parsippany, NJ 07054 :

ACTIVE INGREDIENTS:
| Sodium salt of bentazcn « « +« « « « = « « = 28.9%
Sodium salt of acifluorfen . . . . . . . . 14.0%
INERT INGREDIENTS: e o o o o o s o e & o s « S57.1%

BACKGROUND:

The applicant has submitted an acute oral, acute dermal,
acute inhalation, primary skin irritation, and primary eye
irritation study. The studies were conducted by Basf
Aktiengesellschaft Department of Toxicology. The data

- Accession Number is 265969. The method of support is owner
submission. The applicant has also requested a waiwer of the
dermal sensitization study by referencing the dermal
sensitization study (Accession No. 2654(_) on the active
ingredient 7969-42.

RECOMMENDATION:

- FHB/TSS finds the data acceptable to support registration.
The signal word is "DANGER" based on the primary eye irritation
study.
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The registrant should be informed that when conducting
future primary eye irritation studies, okservations should be
conducted for 21 days or until all eye irritation subsides,
whichever comes first. '

FHB/TSS cannot waive the dermal sensitization study at
this time. & dermal sensitization studv (Accession NG.
265409) referenced to support this waiver was received by the
Agency on October 20, 1986. These data have not been reviewed
and have not even been forwarded to TSS for review. In addi-
tion, the most recently accepted label {dated January 1, 198¢)
on file in the jacket for the technical (7969-42) does not
contain language indicating that 7969-42 is a sensitizer.

Therefore, TSS recommends that the PM team forward the
dermal sensitization study on 7969-42 (Accession No. 265409)
to TSS for review and at the same time, resubmit the request
for a waiver of the dermal sensitization study for 7969-TA.

LABELING:

1. Add "irreversible”" to the first sentence under the
precautionary statements so that it reads as follows:
"Cgue..s ‘rreversible eye Jamage.”

2 Add the ftollowing sentence to the précautionary
state=rnts: “"Wash thoroughly with soap and water
afcer nendling.”

3. Revise Statement of Practical Treatment for oral
exposure as follows: "IF SWALLOWED: Call a physician
or Poison Control Center. Drimk 1 or 2 glasses of
water and induce vomiting by touching back of throat
with finger. Do not induce vomiting or give any-

" thing by mouth to an unconscious person.”

REVIEW:
(1) Acute Oral Toxicity Study: Basf Aktiengesellschaft

Department of Toxicology; RZ Report No. 85/254;
May 21, 1985.

PROCEDURE :

Four groups each consisting of five male and five female
Wistar rats were administered by gavage a single oral dose of
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test material in water as follows: 825, 1210, 1780, or 2610 mg/kg.
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Animals were observed several times on day of dosing, twice
on workdays and at least once on hclidays for 14 days.
Animals were necropsied at study ccnclusion.

RESULTS =

At 825 mg/kg, no deaths occurred. At 1210 mg,’kg., 3/5
females died. At 17806 mg/kg, 2/5 males and 5/5 females died.
At 2620 mg/kg, 5/5 males and 5/5 females died. The combined
LDgp was reported to te 1470 mg/kg with 953 confidence limits
of 1240-1740 mg/kg. . ) ‘

Toxic symptoms observed were dyspnea, apathy, staggering,
paresis, twitching, piloerection, exsiccosis, and general
congestive hyperemia. No abnormalities were noted at gross
necropsy.

STUDY CLASSIFICATION: Core Guideline Data.

TOXICITY CATEGORY: IITI - CAUTION.

(2) Acute Dermal Toxicity Study: Basf Aktiengesellschaft
Department of Toxicology: RZ Report No. 85/255; May 15,
1985. .

- i
PROCEDURE :

Five male and five female Wistar rats each received 2000
mg/kg of test material which was applied to the clipped dorsal
and dorsolateral parts of each animal's trunk. The test
sites were covered with occlusive wrap for 24 hours. After
erposure, the wrap was removed and the test sites were washed
with water. Animals were observed frequently on day of dosing
and at least once daily thereafter for 14 days. Animals were
necropsied at study ccnclusion.

RESULTS:
No deaths occurred. The LDgg was reported to be > 2000
mg/kg. No toxic symptoms and no abnormalities at gross

necropsy were noted.

STUDY CLASSIFICATION: Core Guideline Data.

TOXICITY CATEGORY: III - CAUT7ON.

(3) Primary Skin Irritation Study: Basf Aktiengesellschaft.

Department of Toxicology: RZ Report No. 85/169; April 19,
1985.




VEE

' PROCEDURE:

Three male and three female white Vienma rabtits were
clipped free of fur on the back and approximately 15 Lours
later, each animal received 0.5 ml of test material which was
applied to a test patch that was placed on the test site.

The test patch was covered with semiocclusive wrap for 4
hours. After exposure, the wrap was removed and the test
site was washed with a 1:1 solution of lutrol and water.
Skin irritation was scored at 4, 24, 48, and 72 hours.

RESULTS:
No irritation was observed at 24, 48, or 72 hours.

STUDY CLASSIFICATION: Core Guideline Data.

TOXICITY CATEGORY: IV - CAUTION.

(4) Primary Eye Irritation Study: Basf Aktiengesellschaft
Department of Toxicology; RZ Report No. 85/170; April 23,
1985.

PROCEDURE : - :
—_— i

Four male and two female white rabbits each received
0.1 ml of test material which was placed in the conjunctival
sac of the right eye. Eye irritatiom was scored at 1, 24,
48, and 72 hours and at 8 days.

RESULTS :

Eye irritation was scored as follows: at 24 hours,
corneal opacity (l1/6 = 10, 5/6 = 5), conjunctivae redness
(1/6 = 3, 5/6 = 2), conjunctivae swelling (2/6 = 2, 4/6 = 1};
and at 8 days, corneal opacity (1/6 = 15, 2/6 = 10, 3/6 = 53,
iris irritacion (2/6 = 10, 2/6 = 5), conjunctivae redness
(2/6 = 3, 1/6 = 2, 3/6 = 1) and conjunctivae swelling (1/6 =
2, 1/6 = 1).

At 8 days, animals exhibited small retractions in eyelids,
marginal vascularization of the cornea, pannus, pupils con-
tracted, suppuration, and detachment of cornea.

STUDY CLASSIFICATION: Core Guideline Data.

TOXICITY CATEGORY:

I - DANGER. See comments under Recommendations.
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(5} Acute Inhalation Toxicity Study: Basf Aktiengesellschatt
Department of Toxicology:; RZ Report No. 86/037; May 28,
1985. :

PROCEDURE :

Ten male and ten female Wistar rats were exposed for 4

" hours in a nose oaly inhalation chamber to a mean analytically

measured concentration of 5.53 mg/L of test material. Animals
were weighed prior to testing and at 7 and 14 days. Animals ’
were observed daily and necropsied on the 15th day.

RESULTS:

No deaths occurred. The LCsg for males and females was
reported to be > 5.5 mg/L. No toxic symptoms or abnormalities
at necropsy were noted.

STUDY CLASSIFICATION: Core Guideline Data.

TOXICITY CATEGORY: IV - CAUTION.




Acifluorfen

Page is not included in this copy.

Pages 6 through _8 are not included in this copy.

The material not included contains the following type of
information:

Identity of product inert ingredients.

Identity of product inert impurities.

Description of the product manufacturing process.
Description of product quality control procedures.
Identity of the source of product ingredients.
Sales or other commercial/financial information.
A draft product label.

The product confidential statement of formula.
Information about a pending registration action
FIFRA registration data.

The document is a duplicate of page(s)

The document is not responsive to the request.

The information not included is generally considered confidential
by product registrants. If you have any questions, please contact
the individual who prepared the response to your request.




